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Patent Term Adjustment 



Filing or 371(c) Date: 02-17-2004 
Issue Date of Patent: 

Pre-Issue Petitions (days): +0 

Post-Issue Petitions (days): +0 

USPTO Adjustment (days) : +0 



USPTO Delay (PTO) Delay (days): 
Three Years: 

Applicant Delay (APPL) Delay (days): 
Total Patent Term Adjustment (days): 

Explanation Of Calculations 
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Patent Term Adjustment History 



Date Contents Description 

07-10-2009 Mail Notice of Allowance 

07-08-2009 Document Verification 

07-08-2009 Notice of Allowance Data Verification Completed 

11-06-2008 Mail Miscellaneous Communication to Applicant 

11-05-2008 Miscellaneous Communication to Applicant - No Action Count 

11-03-2008 Date Forwarded to Examiner 

11-03-2008 Mail Appeals conf. Rej. withdrawn 

10-31-2008 Pre-Appeals Conference Decision - Rejection Witiidrawn 

09-25-2008 Request for Pre-Appeal Conference Filed 

09- 25-2008 Notice of Appeal Filed 

10- 27-2008 Mail Miscellaneous Communication to Applicant 
10-26-2008 Miscellaneous Communication to Applicant - No Action Count 

10- 26-2008 Interference Communication: Initial Memo Disposal 
09-25-2008 Miscellaneous Incoming Letter 

09- 25-2008 Request for Extension of Time - Granted 
03-26-2008 Mail Final Rejection (PTOL - 326) 

03- 17-2008 Final Rejection 

11- 29-2007 Information Disclosure Statement considered 
01-17-2008 Date Forwarded to Examiner 
11-29-2007 Response after Non-Final Action 
11-29-2007 Request for Extension of Time - Granted 
11-29-2007 Information Disclosure Statement (IDS) Filed 
11-29-2007 Information Disclosure Statement (IDS) Filed 
05-29-2007 Mail Non-Final Rejection 

05-29-2007 Non-Final Rejection 

11-17-2004 Information Disclosure Statement considered 

05-04-2007 Date Forwarded to Examiner 

04- 19-2007 Response to Election / Restriction Filed 
04-19-2007 Request for Extension of Time - Granted 

01- 04-2007 PG-Pub Issue Notification 

10- 27-2006 Mail Restriction Requirement 

10- 26-2006 Requirement for Restriction / Election 

11- 17-2005 Preliminary Amendment 

02- 17-2006 Preliminary Amendment 



PTO(Days) APPL(Days} 



92 



82 



558 



http://portal.uspto.gov/external/portal/!ut/p/kcxml/04_Sj9SPykssy0xPLN^ 09.10.2009 



United States Patent & Trademark Office 



Page 2 of 2 



10-17-2006 Case Docketed to Examiner in GAU 

10- 03-2006 IFW TSS Processing by Tech Center Complete 

11- 17-2004 Reference capture on IDS 

11-17-2004 Information Disclosure Statement (IDS) Filed 

11-17-2004 Information Disclosure Statement (IDS) Filed 

11-17-2004 Preliminary Amendment 

09-28-2006 Application Dispatched from OIPE 

09-29-2006 Application Is Now Complete 

08- 25-2006 Additional Application Filing Fees 

09- 28-2006 Change in Power of Attorney (May Include Associate POA) 

08- 25-2006 CRF Disk Has Been Received by Preexam / Group / PCT 

09- 05-2006 CRF Is Good Technically / Entered Into Database 
06-29-2006 SEQUENCE ERRORS 

06-12-2006 Additional Application Filing Fees 

06-12-2006 CRF Disk Has Been Received by Preexam / Group / PCT 

06-21-2006 CRF Is Flawed Technically / Not Entered into Database 

04- 12-2006 SEQUENCE ERRORS 

11-17-2004 Payment of additional filing fee/Preexam 

02- 17-2004 Claim Preliminary Amendment 

1117 9004 ^ symbols and procedures, provided to the PTO on a 
computer listings, that describe In 

1117 7nn4 Applicant has submitted new drawings to correct Corrected 

ii-i/-zuu'f pgpg^g problems 

05- 17-2004 Notice Mailed— Application Incomplete— Filing Date Assigned 

03- 31-2004 Cleared by L&R (LARS) 

03-23-2004 Referred to Level 2 (LARS) by OIPE CSR 

03-05-2004 IFW Scan & PACR Auto Security Review 

02-17-2004 Initial Exam Team nn 
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If you need help: 

• Call the Patent Electronic Business Center at (866) 217-9197 (toll free) or e-mail EBC&usoto.ao v for 
specific Questions about Patent Application Information Retrieval (PAIR). 

• Send general questions about USPTO programs to the USPTO Contac t Cen ter (UCC ) . 

• If you experience technical difficulties or problems with this application, please report them via e-mail to 
Electronic Business Support or call 1 800-786-9199, 



You can suggest USPTO webpages or materiai you would lil<e featured on this section by E-mail to the webmaster@us ptO.gpy. While we cannot promise to accommodate all 

requests, your suggestions will be considered and may lead to otiier improvements on the website. 
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c 

Wyeth 

V. 

Dudas 

U.S. District Court District of Columbia 
No. 07-1492 (JR) 

Decided September 30, 2008 

PATENTS 

[1] Patent grant- Patent term extension; restora- 
tion (§ 105.17) 

JUDICIAL PRACTICE AND PROCEDURE 
Procedure - Judicial review - Standard of review - 
Patents (§410.4607.09) 

U.S. Patent and Trademark Office's interpretation 
of 35 U.S.C. § 154(b)(2)(A), which states that, to 
extent periods of delay in issuance of patent attrib- 
utable to grounds specified in Section 154(b) over- 
lap, period of patent term adjustment shall not ex- 
ceed actual number of days issuance of patent was 
delayed, is not entitled to wide deference in accord- 
ance with Chevron U.S.A. Inc. v. Natural Resources 
Defense Council Inc., 467 U.S. 837 (1984), since 
Section 154(b)(3)(A) states that authority of PTO is 
limited to prescribing "regulations establishing pro- 
cedures for the application for and determination of 
patent term adjustments under this subsection," 
and PTO thus has not been granted power to elabor- 
ate on meaning of Section 154(b)(2)(A). 

PATENTS 

[2] Patent grant- Patent term extension; restora- 
tion (§ 105.17) 

Practice and procedure in Patent and Trademark 
Office - Prosecution - Rules and rules practice (§ 
110.0905) 

Provisions of 35 U.S.C. § 154(b)(2)(A), which state 
that, to extent periods of delay in issuance of pat- 
ent attributable to grounds specified in Section 
154(b) overlap, period of patent term adjustment 
shall not exceed actual number of days issuance of 
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patent was delayed, have been improperly con- 
strued by U.S. Patent and Trademark Office to 
mean that period of delay under Section 
154(b)(1)(B) runs fi"om filing date of application, 
such that period of "B delay" always overlaps with 
any period of delay under Section 154(b)(1)(A), 
since language of statute provides that period of "B 
delay" begins when PTO has failed to issue patent 
within three years after filing date of application, 
not before, and since interpretation of statute must 
square with language therein, even if doing so may 
lead to "windfall" extensions of patent term. 

Action by Wyeth and Elan Pharma International 
Ltd. against Jon W. Dudas, in his capacity as Un- 
der Secretary of Commerce for Intellectual Prop- 
erty and Director of U.S. Patent and Trademark 
Office, challenging PTO's interpretation of 35 
U.S.C. § 154(b), which governs adjustments to 
length of patent term. PTO is held to have improp- 
erly construed statute. 

David O. Bickart, of Kaye Scholer, Washington, 
D.C; Patricia A. Carson, of Kaye Scholer, New 
York, N. Y., for plaintiffs. 

Fred Elmore Haynes, U.S. attorney's office, Wash- 
ington, for defendant. 

Robertson, J. 

Plaintiffs here take issue with the interpretation that 
the United States Patent and Trademark Office 
(PTO) has imposed upon 35 U.S.C. § 154, the stat- 
ute that prescribes patent terms. Section 154(a)(2) 
establishes a term of 20 years from the day on 
which a successful patent application is first filed. 
Because the *1539 clock begins to run on this filing 
date, and not on the day the patent is actually gran- 
ted, some of the effective term of a patent is con- 
sumed by the time it takes to prosecute the applica- 
tion. To mitigate the damage that bureaucracy can 
do to inventors, the statute grants extensions of 
patent terms for certain specified kinds of PTO 
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delay, 35 U.S.C, § 154(b)(1)(A), and, regardless of 
the reason, whenever the patent prosecution takes 
more than three years. 35 U.S.C. § 154(b)(1)(B). 
Recognizing that the protection provided by these 
separate guarantees might overlap, Congress has 
forbidden double-counting: "To the extent that peri- 
ods of delay attributable to grounds specified in 
paragraph (1) overlap, the period of any adjustment 
granted under this subsection shall not exceed the 
actual number of days the issuance of the patent 
was delayed." 35 U.S.C. § 154(b)(2)(A). Plaintiffs 
claim that the PTO has misconstrued or misapplied 
this provision, and that the PTO is denying them a 
portion of the term Congress has provided for the 
protection of their intellectual property rights. 



Statutory Scheme 



Until 1994, patent terms were 17 years from the 
date of issuance. See 35 U.S.C. § 154 (1992) 
("Every patent shall contain ... a grant ... for the 
term of seventeen years ... of the right to exclude 
others from making, using, or selling the invention 
throughout the United States. . . ."). In 1994, in or- 
der to comply with treaty obligations under the 
General Agreement on Tarriffs and Trade (GATT), 
the statute was amended to provide a 20-year term 
from the date on which the application is first filed. 
See Pub. L, No, 103-465, § 532, 108 Stat. 4809, 
4984 (1994), In 1999, concerned that extended pro- 
secution delays could deny inventors substantial 
portions of their effective patent terms under the 
new regime, Congress enacted the American In- 
ventors Protection Act, a portion of which ~ re- 
ferred to as the Patent Term Guarantee Act of 1999 
— provided for the adjustments that are at issue in 
this case.Pub. L. No. 106-113, §§ 4401-4402, 113 
Stat. 1501, 1501A-557(1999). 

As currently codified, 35 U.S.C. § 154(b) provides 
three guarantees of patent term, two of which are at 
issue here. The first is found in subsection 
(b)(1)(A), the "[g]uarantee of prompt Patent and 
Trademark Office response." It provides a one-day 



extension of patent term for every day that issuance 
of a patent is delayed by a failure of the PTO to 
comply with various enumerated statutory dead- 
lines: fourteen months for a first office action; four 
months to respond to a reply; four months to issue a 
patent after the fee is paid; and the like. See 35 
U.S.C. § 154(b)(l)(A)(i)-(iv). Periods of delay that 
fit under this provision are called "A delays" or "A 
periods." The second provision is the "[g]uarantee 
of no more than 3-year application pendency." Un- 
der this provision, a one-day term extension is 
granted for every day greater than three years after 
the filing date that it takes for the patent to issue, 
regardless of whether the delay is the fault of the 
^TOJ^^'See 35 U.S.C. § 154(b)(1)(B). The period 
that begins after the three-year window has closed 
is referred to as the "B delay" or the "B period". 
("C delays," delays resulting from interferences, 
secrecy orders, and appeals, are similarly treated 
but were not involved in the patent applications un- 
derlying this suit.) 

The extensions granted for A, B, and C delays are 
subject to the following limitation: 

(A) In general. 'To the extent that periods of delay 
attributable to grounds specified in paragraph (I) 
overlap, the period of any adjustment granted under 
this subsection shall not exceed the actual number 
of days the issuance of the patent was delayed. 

35 U.S.C. § 154(b)(2)(A). This provision is mani- 
festly intended to prevent double-counting of peri- 
ods of delay, but understanding that intent does not 
answer the question of what is double-counting and 
what is not. Proper interpretation of this proscrip- 
tion against windfall extensions requires an assess- 
ment of what it means for "periods of delay" to 
"overlap." 

The PTO, pursuant to its power under 35 U.S.C. § 
154(b)(3)(A) to "prescribe regulations establishing 
procedures for the application for and determina- 
tion of patent term adjustments," has issued final 
rules and an "explanation" of the rules, setting forth 
its authoritative construction of the double-counting 
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provision. The rules that the PTO has promulgated 
essentially parrot the statutory text, see 37 C.F.R. § 
1. 703(f), and so the real interpretive act is found in 
something the PTO calls its Explanation of 37 CFR 
1, 703(f) and of the United States Patent and Trade- 
mark Office Interpretation of 35 U.S.C. § 
154(b)(2)(A), which was published on June 21, 
2004, at *154069 Fed. Reg. 34238. Here, the PTO 
"explained" that: 

the Office has consistently taken the position that if 
an application is entitled to an adjustment under the 
three-year pendency provision of 35 U.S.C. § 
154(b)(1)(B), the entire period during which the 
application was pending before the Office (except 
for periods excluded under 35 U.S.C. § 
154(b)(1)(B) (i)-(iii)), and not just the period begin- 
ning three years after the actual filing date of the 
application, is the relevant period under 35 U.S.C. 
§ 154(b)(1)(B) in determining whether periods oj 
delay ''overlap" under 35 U.S.C. 154(b)(2)(A). 

69 Fed, Reg. 34238 (2004) (emphasis added). In 
short, the PTO's view is that any administrative 
delay under § 154(b)(1)(A) overlaps any 3-year 
maximum pendency delay under § 154(b)(1)(B): 
the applicant gets credit for "A delay" or for "B 
delay," whichever is larger, but never A C==> B. 

In the plaintiffs' submission, this interpretation does 
not square with the language of the statute. They ar- 
gue that the "A period" and "B period" overlap 
only if they occur on the same calendar day or days. 
Consider this example, proffered by plaintiff: A 
patent application is filed on 1/1/02. The patent is- 
sues on 1/1/08, six years later. In that six-year peri- 
od are two "A periods," each one year long: (1) the 
14-month deadline for first office action is 3/1/03, 
but the first office action does not occur until 
3/1/04, one year late; (2) the 4-month deadline for 
patent issuance after payment of the issuance fee is 
1/1/07, but the patent does not issue until 1/1/08, 
another year of delay attributable to the PTO. Ac- 
cording to plaintiff, the "B period" begins running 
on 1/1/05, three years after the patent application 
was filed, and ends three years later, with the issu- 



ance of the patent on 1/1/08. In this example, then, 
the first "A period" does not overlap the "B peri- 
od," because it occurs in 2003-04, not in 2005-07. 
The second "A period," which covers 365 of the 
same days covered by the "B period," does overlap. 
Thus, in plaintiffs submission, this patent holder is 
entitled to four years of adjustment (one year of "A 
period" delay three years of "B period" 

delay). But in the PTO's view, since "the entire 
period during which the application was pending 
before the office" is considered to be "B period" for 
purposes of identifying "overlap," the patent holder 
gets only three years of adjustment. 



Chevron Deference 



We must first decide whether the PTO's interpreta- 
tion is entitled to deference under Chevron v. 
NRDC, 461 U.S. 837 (1984). No, the plaintiffs ar- 
gue, because, under the Supreme Court's holdings 
in Gonzales v. Oregon, 546 U.S. 243 (2006), and 
United States v. Mead Corp, 533 U.S. 218 (2001), 
Congress has not "delegated authority to the agency 
generally to make rules carrying the force of law," 
and in any case the interpretation at issue here was 
not promulgated pursuant to any such authority. See 
Gonzales, 546 U.S. at 255-56,citing Mead, 533 U.S. 
at 226-27. Since at least 1996, the federal Circuit 
has held that the PTO is not afforded Chevron de- 
ference because it does not have the authority to is- 
sue substantive rules, only procedural regulations 
regarding the conduct of proceedings before the 
agency. See Merck & Co. v. Kessler, 80 F.3d 1543, 
1549-50 [ 38 USPQ2d 1347] (Fed. Cir. 1996). 

[1] Here, as in Merck, the authority of the PTO is 
limited to prescribing "regulations establishing pro- 
cedures for the application for and determination of 
patent term adjustments under this subsection." 35 
U.S.C. § 154(b)(3)(A) (emphasis added). Indeed, a 
comparison of this rulemaking authority with the 
authority conferred for a different purpose in the 
immediately preceding section of the statute makes 
it clear that the PTO's authority to interpret the 
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overlap provision is quite limited. In 35 U.S.C. § 
154(b)(2)(C)(iii) the PTO is given the power to 
"prescribe regulations establishing the circum- 
stances that constitute a failure of an applicant to 
engage in reasonable efforts to conclude processing 
or examination of an application" (emphasis added) 
— that is, the power to elaborate on the meaning of 
a particular statutory term. No such power is gran- 
ted under § l54(b)(3)(A).CAev/'ow deference does 
not apply to the interpretation at issue here. 



Statutory Construction 



Chevron would not save the PTO's interpretation, 
however, because it cannot be reconciled with the 
plain text of the statute. If the statutory text is not 
ambiguous enough to permit the construction that 
the agency urges, that construction fails at 
Chevron'^ "step one," without regard to whether it 
is a reasonable attempt to reach a result that Con- 
gress might have intended. See, e.g. , MCI v. AT&T, 
512 U.S. 218, 229 (1994) ("[A]n agency's interpret- 
ation of a statute is not entitled to deference *I541 
when it goes beyond the meaning that the statute 
can bear."). 

[2] The operative question under 35 U.S.C. § 
154(b)(2)(A) is whether "periods of delay attribut- 
able to grounds specified in paragraph (1) overlap." 
The only way that periods of time can "overlap" is 
if they occur on the same day. If an "A delay" oc- 
curs on one calendar day and a "B delay" occurs on 
another, they do not overlap, and § 154(b)(2)(A) 
does not limit the extension to one day. Recogniz- 
ing this, the PTO defends its interpretation as es- 
sentially running the "period of delay" under sub- 
section (B) from the filing date of the patent applic- 
ation, such that a period of "B delay" always over- 
lap s with any periods of "A delay" for the pur- 
poses of applying § 154(b)(2)(A). 

The problem with the PTO's construction is that it 

considers the application delayed under § 
154(b)(1)(B) during the period before it has been 



delayed^ThdX construction cannot be squared with 
the language of § 154(b)(1)(B), which applies "if 
the issue of an original patent is delayed due to the 
failure of the United States Patent and Trademark 
Office to issue a patent within 3 years." (Emphasis 
added.) "B delay" begins when the PTO has failed 
to issue a patent within three years, not before. 

The PTO's interpretation appears to be driven by 
Congress's admonition that any term extension "not 
exceed the actual number of days the issuance of 
the patent was delayed," and by the PTO's view that 
"A delays" during the first three years of an applic- 
ations' pendency inevitably lead to "B delays" in 
later years. Thus, as the PTO sees it, if plaintiffs' 
construction is adopted, one cause of delay will be 
counted twice: once because the PTO has failed to 
meet an administrative deadline, and again because 
that failure has pushed back the entire processing of 
the application into the "B period." Indeed, in the 
example set forth above, plaintiffs' calendar-day 
construction does result in a total effective patent 
term of 18 years under the (B) guarantee, so that - 
again from the PTO's viewpoint - the applicant is 
not "compensated" for the PTO's administrative 
delay, he is benefitted by it. 

But if subsection (B) had been intended to guaran- 
tee a 17-year patent term and no more, it could eas- 
ily have been written that way. It is true that the le- 
gislative context - as distinct from the legislative 
history - suggests that Congress may have intended 
to use subsection (B) to guarantee the 17-year term 
provided before GATT. But it chose to write a 
"[g]uarantee of no more than 3-year application 
pendency," 35 U.S.C. § 154(b)(1)(B), not merely a 
guarantee of 17 effective years of patent term, and 
do so using language separating that guarantee from 
a different promise of prompt administration in sub- 
section (A). The PTO's efforts to prevent windfall 
extensions may be reasonable - they may even be 
consistent with Congress's intent - but its interpreta- 
tion must square with Congress's words. If the out- 
come commanded by that text is an unintended res- 
ult, the problem is for Congress to remedy, not the 
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agency. 

FNl. Certain reasons for exceeding the 
three-year pendency period are excluded, 
see 35 U.S.C. § 154(b)(l)(b)(iHiii), as are 
periods attributable to the applicant's own 
delay. See 35 U.S.C. § 154(b)(2)(C). 

D.D.C. 

Wyeth V. Dudas 

580 F.Supp.2d 138, 88 U.S.P.Q.2d 1538 
END OF DOCUMENT 
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